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(3) Any pesticide for any use author-
ized only by a FIFRA section 24(c) spe-
cial local need registration, unless the
advertisement contains a prominent
notice of the limitations on use under
the section 24(c) registrations.

(4) Any unregistered pesticide for any
use unless the advertisement is one
permitted by paragraph (b) (2) or (3) of
this section.

(5) A registered pesticide product for
an unregistered use, unless the adver-
tisement is one permitted by paragraph
(b) (2) or (3) of this section. However, as
a matter of policy, the Agency will not
regard as unlawful the advertisement
of uses permitted by FIFRA section
2(ee) provided the product is not an
antimicrobial pesticide targeted
against human pathogens (see 51 FR
19174; May 28, 1986).

(¢c) For purposes of paragraph (b) of
this section, a ‘‘prominent notice of
the limitations on use’ is one which
sets forth the limitations on use in a
manner reasonably likely to be under-
stood by persons to whom the adver-
tisement is addressed. For printed ad-
vertising, this criterion will be met by
a legend in 6-point or larger type.

Subpart C [Reserved]

Subpart D—Export Policy and Pro-
cedures for Exporting Unregis-
tered Pesticides

SOURCE: 58 FR 9085, Feb. 18, 1993, unless
otherwise noted.

§168.65 Pesticide export label and la-
beling requirements.

(a) General. This section describes
how EPA interprets and will enforce
the requirements of FIFRA section
17(a)(1). Every exported pesticide, de-
vice, and active ingredient used in pro-
ducing a pesticide (see §152.3 of this
chapter for the definition of ‘‘active in-
gredient’” and ‘‘pesticide’’) must bear a
label or labeling which meets the re-
quirements of FIFRA section 17(a)(l).
This requirement applies to all such
pesticides, devices, or active ingredi-
ents, regardless of whether the export
is for commercial or research use. In
the case of unregistered pesticides, in-
cluding research substances which are
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being exported for testing, the labeling
requirements of this section continue
to apply independently of whether the
exporter must submit a purchaser ac-
knowledgement statement under
FIFRA section 17(a)(2) as described at
§168.75 of this chapter. In addition, in-
formation which will satisfy FIFRA
section 2(q)(1)(E), (&), and (H) and sec-
tion 2(q)(2)(A) and (D) must appear in
English and in the appropriate foreign
languages, on the label or labeling as
described in paragraph (b)(4) of this
section. The required label and labeling
statements may be met through either
immediate container labels, accom-
panying supplemental labeling as de-
scribed in paragraph (c) of this section,
or a combination of the two.

(b) Specific requirements. The labels
and labeling of any exported pesticides,
devices, and active ingredients used in
producing pesticides must meet the re-
quirements regarding label and label-
ing content, correct representation,
and understandability as stated in this
paragraph.

(1) Label contents. The term label
means the written, printed, or graphic
matter on or attached to the imme-
diate container of the pesticide, device,
or active ingredient used in producing
a pesticide. In the case that the imme-
diate container is enclosed in an outer
container or wrapper through which
the label cannot be read, the label
must also be on such outer container
or wrapper. Except as provided in para-
graph (c) of this section, the immediate
container of the pesticide, device, or
active ingredient used in producing a
pesticide must bear a conspicuous and
readable label which includes:

(i) EPA pesticide producing establish-
ment number. The producing establish-
ment registration number must be
present but may appear anywhere on
the label or immediate container in ac-
cordance with the establishment reg-
istration labeling requirements set
forth in §156.10(f) of this chapter.

(i1) Warning or caution statements.
Warning or caution statements must
appear on the label and must be ade-
quate for the protection of persons
handling the pesticide, device, or ac-
tive ingredients including warnings re-
garding general toxicological hazards
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and environmental, physical, or chem-
ical hazards. Warning and caution
statements must appear in English and
in the appropriate foreign languages,
as described in paragraph (b)(4) of this
section. Where the U.S. warning or
caution statement, as translated, is ob-
viously inappropriate to protect resi-
dents of the importing country (for ex-
ample, where a statement calls for a
gas mask meeting the specifications of
the National Institute of Occupational
Safety and Health), an equivalent cau-
tion must be substituted.

(iii) The statement ‘“Not Registered for
Use in the United States of America.”’ The
labels of all pesticides, devices, and ac-
tive ingredients which are not reg-
istered for use in the United States
under FIFRA section 3 must promi-
nently display the following statement:
“Not Registered for Use in the United
States of America.” The statement
must appear in English and in appro-
priate foreign languages, as described
in paragraph (b)(4) of this section. It is
permissible to append explanatory text
which qualifies the statement by point-
ing out the reasons for the unregis-
tered status. Examples of possible addi-
tional statements are ‘‘Not Registered
for Use on...”, “No Longer Registered
for Use...”, or “Not Reg-
istered...because...” Such additions
must not be misleading or misrepre-
sent the registration status of the pes-
ticide. The statement ‘“Not Registered
For Use in the United States of Amer-
ica’ must also be present.

(A) A pesticide is considered reg-
istered for the purposes of the section
17(a)(1) requirement only when:

(I) A label and labeling approved
under a current FIFRA section 3 reg-
istration for the product is either at-
tached to the immediate product con-
tainer or accompanies the product at
all times as supplemental labeling as
provided in paragraph (c) of this sec-
tion.

(2) The formula of the exported prod-
uct is the same as the formula of the
U.S. registered product (within cer-
tified limits). In addition, a change in
the color or fragrance of the export
product will not affect the product’s
registration status, as long as the fol-
lowing conditions are met:

40 CFR Ch. | (7-1-12 Edition)

(1) The change in color must result
only from the addition of a dye in-
cluded on the list of the chemicals ex-
empted from the requirement of a tol-
erance at 40 CFR 180.910, 180.920, 180.930,
and 180.950, and the dye must not be a
List 1 inert. (List 1 inerts are those
inerts which the Agency has identified
as presenting toxicological concerns.
The classification of inerts is explained
in EPA’s Policy Statement on Inert In-
gredients in Pesticide Products, which
can be obtained at the OPP Regulatory
Public Docket located as set forth in 40
CFR 150.17(c).)

(ii) The change in fragrance must re-
sult only from the addition of a chem-
ical included on the list of the chemi-
cals exempted from the requirement of
a tolerance at 40 CFR 180.910, 180.920,
180.930, and 180.950, and the chemical
must not be a List 1 inert.

(7ii) The change in fragrance must
not result in a pesticide product con-
taining a food or food-like fragrance.
(See ‘“‘Food Fragrances in Pesticide
Formulations,”” EPA’s Office of Pes-
ticide Programs Policy and Criteria
Notice number 2155.1, November 20,
1975, which can be obtained at the OPP
Regulatory Public Docket located as
set forth in 40 CFR 150.17(c).)

(iv) Any differences in color or fra-
grance of the export product in accord-
ance with this section must be re-
flected in records which show the com-
plete formula of the export product in
accordance with the requirements of
§169.2 and this policy.

(3) No statements which appear on
any of the product labels or labeling
add new uses or claims or in any way
contradict the approved FIFRA section
3 labeling. However, certain minor
changes may be made to a product’s la-
beling or packaging without affecting
the registration status of the product,
as specified in §152.46(b) of this chap-
ter.

(iv) The ingredient statement. The in-
gredient statement must appear on the
label in English and in appropriate for-
eign languages (as described in para-
graph (b)(4) of this section). If the
English language description of the in-
gredients is easily identifiable and
likely to be understood by the ordinary
individual, the foreign language ingre-
dient statement need not be included
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on the label. In the case of pesticide
products, devices and active ingredi-
ents shipped solely for research and de-
velopment purposes, it is permissible
to use coded identification of ingredi-
ents on the label in order to protect
confidentiality, in accordance with the
requirements of §§168.75(c) and
168.85(a).

(v) Identity of parties. The name and
address of the producer, registrant (if
any), or the person for whom the pes-
ticide was produced, must appear on
the label.

(vi) Weight or measure. The net weight
must appear on the label in either
English or metric units.

(vil) Additional warning for highly
toxic pesticides. If the pesticide, device
or active ingredient is highly toxic to
humans, the skull and crossbones, the
word ‘‘Poison,” and a first aid state-
ment must appear on the label. The
word ‘‘Poison” and the first aid state-
ment shall be in English and in the ap-
propriate foreign languages, as de-
scribed in paragraph (b)(4) of this sec-
tion. The skull and crossbones may be
in red or black. For criteria on what
pesticides are highly toxic, see §156.62
of this chapter.

(2) Use classification statement. In ad-
dition to the label contents described
in paragraph (b)(1) of this section, the
labeling must include a use classifica-
tion statement, if a use classification
has been assigned under a FIFRA sec-
tion 3 registration. The use classifica-
tion shall accurately describe the use
classification applicable to the U.S.
registered use of the pesticide, device
or active ingredient (e.g., ‘“‘Restricted
Use Pesticide’’). Summary statements
describing the use classification, e.g.,
“For retail sale to and use only by Cer-
tified Applicators...””, or explaining
what such terms mean are not re-
quired, but may be included if such
statements do not result in false rep-
resentation of the U.S. regulatory sta-
tus of the pesticide. The use classifica-
tion information may appear on the
product label or on the labeling accom-
panying the pesticide product during
shipment.

(38) Misrepresentation. The labeling
shall not make false or misleading rep-
resentations or represent the product
as an imitation of other products.
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(4) Understandability. The required
statements must be expressed in such
terms as to render them likely to be
read and understood by the ordinary
individual under customary conditions
of purchase and use. To satisfy this
section, certain information described
in paragraph (b)(4)(i) of this section,
which appears on the labeling of all ex-
ported pesticide products, devices and
active ingredients must appear in
English, in an acceptable language of
the country of import as defined in
paragraph (b)(4)(ii) of this section, and
in an acceptable language of the coun-
try of final destination, if known or
reasonably ascertainable by the ex-
porter. When there are several official
languages or dialects in a country, the
language which is predominately spo-
ken or written, or a language in which
official government business is con-
ducted, will be acceptable.

(1) Information required to be multi-
lingual. The following labeling informa-
tion must be multilingual:

(A) The warning and caution state-
ments.

(B) Where required, the statement
“Not Registered for Use in the United
States of America.”

(C) The ingredient statement.

(D) Where required in accordance
with paragraph (b)(1)(vii) of this sec-
tion, the word ‘‘Poison’’ and the state-
ment of practical treatment in case of
poisoning.

(i1) Acceptable languages. In all cases,
English must be one of the languages
used on the label or labeling. In addi-
tion, either the language which is used
to conduct official government busi-
ness, or the predominantly spoken or
written language of the country of im-
port must appear on the labeling. In
each case where a country of final des-
tination is known, the language which
is used to conduct official government
business or which is predominantly
spoken in that country, if different
from the language of the country of
import, shall also appear on the label-
ing. In any case where English is pre-
dominantly spoken or written or is the
language used to conduct official gov-
ernment business in a country, no
other language need be included to
meet the multiple language require-
ment of this paragraph.
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(c) Supplemental labeling. A pesticide,
device or active ingredient intended for
export will not be considered in viola-
tion of the labeling requirements of
FIFRA when the label and/or labeling
requirements stated in paragraph (b) of
this section are met by supplemental
labeling. Supplemental labeling must
be attached to the immediate product
container or the shipping container of
the pesticide, device or active ingre-
dient at all times when it is shipped or
held for shipment to meet export label
requirements. Supplemental labeling
must meet all of the label require-
ments in paragraph (b) of this section
which are not met by the immediate
product labels. Supplemental labeling
will satisfy the labeling requirements
of FIFRA only if the following condi-
tions are met:

(1) Applicability. The use of supple-
mental labeling applies to any situa-
tion where the labeling requirements
specified in this section are not met
fully on the product label which is at-
tached to the immediate product con-
tainer. Any required label or labeling
statement not met on the immediate
container may be met through supple-
mental labeling.

(2) Labeling contents and relation to
shipment. If supplemental labeling is
used to meet any of the labeling re-
quirements of FIFRA section 17(a)(l),
it must meet all of the requirements in
paragraph (b) of this section which are
not met by the label on the immediate
product container. Thus, the supple-
mental labeling, together with the im-
mediate product container label will
meet all of the requirements of para-
graph (b) of this section. Where used,
supplemental labeling must be at-
tached to or accompany the product
shipping container of the pesticide, de-
vice, or active ingredient used in pro-
ducing a pesticide at all times when
shipped or held for shipment in the
United States.

[68 FR 9085, Feb. 18, 1993, as amended at 69
FR 23117, Apr. 28, 2004; 69 FR 39864, July 1,
2004; 71 FR 35546, June 21, 2006, 73 FR 75598,
Dec. 12, 2008]
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§168.75 Procedures for exporting un-
registered pesticides—purchaser
acknowledgement statements.

This section describes how EPA in-
terprets and will enforce requirements
of FIFRA section 17(a)(2). Section
17(a)(2) provides that any person ex-
porting a pesticide other than a pes-
ticide registered for use under FIFRA
section 3 or sold under FIFRA section
6(a)(1), shall obtain a statement signed
by the foreign purchaser prior to ex-
port, acknowledging that the purchaser
understands that such pesticide is not
registered for use in the United States
and cannot be sold in the United
States. Section 17(a)(2) requires that a
copy of the statement be transmitted
to an appropriate official of the gov-
ernment of the importing country.

(a) Products subject to the requirement.
EPA will not consider an exporter of an
unregistered pesticide to be in viola-
tion of FIFRA section 17(a)(2) if, prior
to export of the pesticide, the exporter
submits to EPA a statement signed by
the foreign purchaser which affirms
that the purchaser is aware that the
pesticide is not registered for use in
the United States and cannot be sold
for use in the United States. The ex-
porter must also include with the sub-
mission of the purchaser acknowledge-
ment statement to EPA, a certification
signed by the exporter affirming that
the export did not occur until the
statement signed by the foreign pur-
chaser was obtained by the exporter.
Except as provided in paragraph (b) of
this section, all pesticide products pro-
duced for export which cannot be sold
for use in the United States in the form
that they are produced for export, are
considered to be unregistered pes-
ticides. This includes pesticides which
are of a different formulation, includ-
ing composition (except for variation
within certified limits), or type of for-
mulation, and pesticides which are
packaged for use patterns for which
they are not registered, which may be
evidenced by package type or label use
statements. This also includes unregis-
tered products which are under devel-
opment as pesticidal products and
which are being exported for research
testing.

(b) Ezceptions. Under the specific cir-
cumstances discussed below, EPA will
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